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to be filed in Docket Number 95S–0158 
in the Dockets Management Branch 
(HFA–305), Food and Drug Administra-
tion, 12420 Parklawn Dr., rm. 1–23, 
Rockville, MD 20857, for investigations 
involving an exception from informed 
consent under § 50.24 of this chapter. 
Persons wishing to request this infor-
mation shall submit a request under 
the Freedom of Information Act. 

(e) After a license has been issued, 
the following data and information in 
the biological product file are imme-
diately available for public disclosure 
unless extraordinary circumstances are 
shown: 

(1) All safety and effectiveness data 
and information. 

(2) A protocol for a test or study, un-
less it is shown to fall within the ex-
emption established for trade secrets 
and confidential commercial or finan-
cial information in § 20.61 of this chap-
ter. 

(3) Adverse reaction reports, product 
experience reports, consumer com-
plaints, and other similar data and in-
formation, after deletion of: 

(i) Names and any information that 
would identify the person using the 
product. 

(ii) Names and any information that 
would identify any third party involved 
with the report, such as a physician or 
hospital or other institution. 

(4) A list of all active ingredients and 
any inactive ingredients previously 
disclosed to the public, as defined in 
§ 20.81 of this chapter. 

(5) An assay method or other analyt-
ical method, unless it serves no regu-
latory or compliance purpose and it is 
shown to fall within the exemption es-
tablished in § 20.61 of this chapter. 

(6) All correspondence and written 
summaries of oral discussions relating 
to the biological product file, in ac-
cordance with the provisions of part 20 
of this chapter. 

(7) All records showing the manufac-
turer’s testing of a particular lot, after 
deletion of data or information that 
would show the volume of the drug pro-
duced, manufacturing procedures and 
controls, yield from raw materials, 
costs, or other material falling within 
§ 20.61 of this chapter. 

(8) All records showing the testing of 
and action on a particular lot by the 
Food and Drug Administration. 

(f) The following data and informa-
tion in a biological product file are not 
available for public disclosure unless 
they have been previously disclosed to 
the public as defined in § 20.81 of this 
chapter or they relate to a product or 
ingredient that has been abandoned 
and they no longer represent a trade 
secret or confidential commercial or fi-
nancial information as defined in § 20.61 
of this chapter: 

(1) Manufacturing methods or proc-
esses, including quality control proce-
dures. 

(2) Production, sales, distribution, 
and similar data and information, ex-
cept that any compilation of such data 
and information aggregated and pre-
pared in a way that does not reveal 
data or information which is not avail-
able for public disclosure under this 
provision is available for public disclo-
sure. 

(3) Quantitative or semiquantitative 
formulas. 

(g) For purposes of this regulation, 
safety and effectiveness data include 
all studies and tests of a biological 
product on animals and humans and all 
studies and tests on the drug for iden-
tity, stability, purity, potency, and 
bioavailability. 

[39 FR 44656, Dec. 24, 1974, as amended at 42 
FR 15676, Mar. 22, 1977; 49 FR 23833, June 8, 
1984; 55 FR 11013, Mar. 26, 1990; 61 FR 51530, 
Oct. 2, 1996; 64 FR 56452, Oct. 20, 1999]

Subpart G—Postmarketing Studies

SOURCE: 65 FR 64618, Oct. 30, 2000, unless 
otherwise noted.

§ 601.70 Annual progress reports of 
postmarketing studies. 

(a) General requirements. This section 
applies to all required postmarketing 
studies (e.g., accelerated approval clin-
ical benefit studies, pediatric studies) 
and postmarketing studies that an ap-
plicant has committed, in writing, to 
conduct either at the time of approval 
of an application or a supplement to an 
application, or after approval of an ap-
plication or a supplement. Post-
marketing studies within the meaning 
of this section are those that concern: 
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(1) Clinical safety; 
(2) Clinical efficacy; 
(3) Clinical pharmacology; and 
(4) Nonclinical toxicology. 
(b)What to report. Each applicant of a 

licensed biological product shall sub-
mit a report to FDA on the status of 
postmarketing studies for each ap-
proved product application. The status 
of these postmarketing studies shall be 
reported annually until FDA notifies 
the applicant, in writing, that the 
agency concurs with the applicant’s de-
termination that the study commit-
ment has been fulfilled, or that the 
study is either no longer feasible or 
would no longer provide useful infor-
mation. Each annual progress report 
shall be accompanied by a completed 
transmittal Form FDA–2252, and shall 
include all the information required 
under this section that the applicant 
received or otherwise obtained during 
the annual reporting interval which 
ends on the U.S. anniversary date. The 
report must provide the following in-
formation for each postmarketing 
study: 

(1) Applicant’s name. 
(2) Product name. Include the ap-

proved product’s proper name and the 
proprietary name, if any. 

(3) Biologics license application (BLA) 
and supplement number. 

(4) Date of U.S. approval of BLA. 
(5) Date of postmarketing study commit-

ment. 
(6) Description of postmarketing study 

commitment. The description must in-
clude sufficient information to unique-
ly describe the study. This information 
may include the purpose of the study, 
the type of study, the patient popu-
lation addressed by the study and the 
indication(s) and dosage(s) that are to 
be studied. 

(7) Schedule for completion and report-
ing of the postmarketing study commit-
ment. The schedule should include the 
actual or projected dates for submis-
sion of the study protocol to FDA, 
completion of patient accrual or initi-
ation of an animal study, completion of 
the study, submission of the final 
study report to FDA, and any addi-
tional milestones or submissions for 
which projected dates were specified as 
part of the commitment. In addition, it 
should include a revised schedule, as 

appropriate. If the schedule has been 
previously revised, provide both the 
original schedule and the most recent, 
previously submitted revision. 

(8) Current status of the postmarketing 
study commitment. The status of each 
postmarketing study should be cat-
egorized using one of the following 
terms that describes the study’s status 
on the anniversary date of U.S. ap-
proval of the application or other 
agreed upon date: 

(i) Pending. The study has not been 
initiated, but does not meet the cri-
terion for delayed. 

(ii) Ongoing. The study is proceeding 
according to or ahead of the original 
schedule described under paragraph 
(b)(7) of this section. 

(iii) Delayed. The study is behind the 
original schedule described under para-
graph (b)(7) of this section. 

(iv) Terminated. The study was ended 
before completion but a final study re-
port has not been submitted to FDA. 

(v) Submitted. The study has been 
completed or terminated and a final 
study report has been submitted to 
FDA. 

(9) Explanation of the study’s status. 
Provide a brief description of the sta-
tus of the study, including the patient 
accrual rate (expressed by providing 
the number of patients or subjects en-
rolled to date, and the total planned 
enrollment), and an explanation of the 
study’s status identified under para-
graph (b)(8) of this section. If the study 
has been completed, include the date 
the study was completed and the date 
the final study report was submitted to 
FDA, as applicable. Provide a revised 
schedule, as well as the reason(s) for 
the revision, if the schedule under 
paragraph (b)(7) of this section has 
changed since the previous report. 

(c) When to report. Annual progress 
reports for postmarketing study com-
mitments entered into by applicants 
shall be reported to FDA within 60 days 
of the anniversary date of the U.S. ap-
proval of the application for the prod-
uct. 

(d) Where to report. Submit two copies 
of the annual progress report of post-
marketing studies to the Food and 
Drug Administration, Center for Bio-
logics Evaluations and Research, Docu-
ment Control Center (HFM–99), 1401 
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Rockville Pike, Rockville, MD 20852–
1448. 

(e) Public disclosure of information. Ex-
cept for the information described in 
this paragraph, FDA may publicly dis-
close any information concerning a 
postmarketing study, within the mean-
ing of this section, if the agency deter-
mines that the information is nec-
essary to identify an applicant or to es-
tablish the status of the study includ-
ing the reasons, if any, for failure to 
conduct, complete, and report the 
study. Under this section, FDA will not 
publicly disclose trade secrets, as de-
fined in § 20.61 of this chapter, or infor-
mation, described in § 20.63 of this chap-
ter, the disclosure of which would con-
stitute an unwarranted invasion of per-
sonal privacy.

PART 606—CURRENT GOOD MAN-
UFACTURING PRACTICE FOR 
BLOOD AND BLOOD COMPO-
NENTS

Subpart A—General Provisions

Sec.
606.3 Definitions.

Subpart B—Organization and Personnel

606.20 Personnel.

Subpart C—Plant and Facilities

606.40 Facilities.

Subpart D—Equipment

606.60 Equipment. 
606.65 Supplies and reagents.

Subpart E [Reserved]

Subpart F—Production and Process 
Controls

606.100 Standard operating procedures. 
606.110 Plateletpheresis, leukapheresis, and 

plasmapheresis.

Subpart G—Finished Product Control

606.120 Labeling, general requirements. 
606.121 Container label. 
606.122 Instruction circular.

Subpart H—Laboratory Controls

606.140 Laboratory controls. 
606.151 Compatibility testing.

Subpart I—Records and Reports

606.160 Records. 
606.165 Distribution and receipt; procedures 

and records. 
606.170 Adverse reaction file. 
606.171 Reporting of product deviations by 

licensed manufacturers, unlicenses reg-
istered blood establishments, and trans-
fusion services.

AUTHORITY: 21 U.S.C. 321, 331, 351, 352, 355, 
360, 360j, 371, 374; 42 U.S.C. 216, 262, 263a, 264.

SOURCE: 40 FR 53532, Nov. 18, 1975, unless 
otherwise noted.

Subpart A—General Provisions

§ 606.3 Definitions. 
As used in this part: 
(a) Blood means whole blood collected 

from a single donor and processed ei-
ther for transfusion or further manu-
facturing. 

(b) Unit means the volume of blood or 
one of its components in a suitable vol-
ume of anticoagulant obtained from a 
single collection of blood from one 
donor. 

(c) Component means that part of a 
single-donor’s blood separated by phys-
ical or mechanical means. 

(d) Plasma for further manufacturing 
means that liquid portion of blood sep-
arated and used as material to prepare 
another product. 

(e) Plasmapheresis means the proce-
dure in which blood is removed from 
the donor, the plasma is separated 
from the formed elements and at least 
the red blood cells are returned to the 
donor. 

(f) Plateletpheresis means the proce-
dure in which blood is removed from a 
donor, a platelet concentrate is sepa-
rated, and the remaining formed ele-
ments are returned to the donor along 
with a portion of the residual plasma. 

(g) Leukapheresis means the proce-
dure in which blood is removed from 
the donor, a leukocyte concentrate is 
separated, and the remaining formed 
elements and residual plasma are re-
turned to the donor. 

(h) Facilities means any area used for 
the collection, processing, compat-
ibility testing, storage or distribution 
of blood and blood components. 

(i) Processing means any procedure 
employed after collection and before 
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